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Aiexaoldna, VA 22313-1450 



DECLARATION 

I. I aro cue? of the coinveatms of the invention described in the ibove referenced 
patent applftatioiL At the time the original ^ticatumin ftc seats of appUtarifflis 
leading to the present application was filed, I \*as tagwi us UrEnla-Hsorikfi 
Wenhues. ' WieDh^-Ttdm" « my mameii nain©, 

2_ I am familiar wipi tha proseeimem of {hp above iufinmKd application, 2nd the 

applications "Sled amipraaecaatcd before it 

3. 7 haver considered xhz EngHsh language "WKlHtioiL of JP06O74ft5<S provided lay die 
EcanBner, smd I would like to ^^""'^t on <vpfcy it is irrelevant to the invention 
claimed m this appla cation. Far simplicity* 7 w3l itfe" to this document as "J? 

l 9S6* 1 . . 

4. The JF C 9S6 appHcariom discuses haw HCV antibodies can be dotertnioed, in 
diluted sera -when using a reducing buffer, using tfie fclSS astigsn. 

5. This is decidedly MOT the same thnng as dfltetnriniittg eaily jscrocanveiEigii hi a 
saxnplc. Th s reasons for this ate rraltlfald. 
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First of all/ antibodies Hurt are present in an efldy satocOTvessioD sample differ 
signfficataly *m antibodies thai sac present m aii^i liter sample taken 
ftom a cincmicany iU patient, «*<ch the sainpte typo uesd m JP '956 faefrrc 
dilution ssnsitiviry dirttnrJuatim ware csniod ouL For example, WBcowei^oa 
antibodies diSc* from antibodies present ar an advanced stage of infection, rn *at 
thwy shov lower affinity, because they to mainly oflgM class; and iaV6 different 

7. In a ddition, jpwwgnvttgfliea mrffo frlto diUb r fSm crttrers m^aefr spocirichy 
against viral -epitopes. The impact of reducing tnxffar conditions m the 
presentation of epitopes of NS3 recognized by early scrncomreasiDn anfibodies^ 
and die effect of lednciog brrffec conditions on 1he binding affinity of epitopes id 
early .seroconversion antibodies' are not suggested by Jj* '9S<L 

fi. Tber* is scientific evidec/te of tin's. For example* see WO tChxran), 
Zieglcr, sdv, Poster Presentation. Bedea 19M; WO 99/54735 (Duwgeijctics), 
Woltac, etah, C2£*. Lai, 43:125035 (1997); ffino, Intervirab&K 37:77-86 (IM*)? 
Btorri, al, H«c Sang, 6&:i5-iS (1995); aad Htyemwum. Ct aL, CZlft, ^ 
44:903-905 (1 S>9S). Ccpic-q enftfcrsa wi& be provided upon lequcst. 

9- The add&aEL&l referenced Hurt arc used by fcc Estominer da not change these 
failing*. Beach ct al. dLfcllsfies die temporal relationships of HCV RNA and 
antibody responses vsrhon chimpanzees wets iaoculstcd. but does net deaJ with 
human studies. No condltiskgis can be reached cxn die deionnijiatiari of HCV" 
scnoconvcr5ic» in hucnaas. Seaeh et aL -profess fluff, at page 234, second 
paragraph of Dfccu&sioo^ lines 7-9, 

10. The Valiati reference discusses Wok>gica] nailceis of posttraiisfcsiaa hg raff p C 
viral infection. Ai page 555, ifce second paragraph of tfwX&cuspion^ line It, tht 
core aitfigen^ not ftl<£ NS3 Btttigext, wa5 cited aa lbs ontjgen to which response was 




1HCBB. 1067 J MV (IBJ&5485} 

mast frequent. Nothing at all snggrets that one could use redtttang buffers, in 
assays fbcNSO antigens, to determine esuiy aHpconveraon. 

11. T for&Lfa- declare tliat all staremenls nisxte of niy Otwx knowledge me true, 
and ihat all statements made c& iafbaroatiou or bcHef aie betisvad to be truer and 
further tbst these statements and the Jifca so made are primisfaabTB *by fine or 
impiiscmmeiit, orboih, nncbr Section lOOl of Trfl« 18 of the tlnited States Code., 
and that sucft. ^Ufbl false statements and the lite so matte nay jwp&rdi2e the 
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